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sidn surfaco of a subject aad maintained at the site o£ 
application for a period of tiioe. sufficicQt for an effective 
amount of the dslayed-type hyporscnsitivily inducer to be 
administereci to the subject, where this maintenance period 
typically does not exceed about 60 minutes. The subject 
invention finds use in a variety of applications where the 
administration of a doiayed-type hypersensitivity inducer is 
desired, and is particularly suited for Aide in the treatment of 
HIV associated disease conditions, d.^., AIDS. 

BRIEF DESCRIPTION OF THE FIGURES 

FIG. 1 provides a cross-sectional view of a topical patch 
preparation according to the invention, 

FIGS. 2 and 3 provide schematic representations of the 
manufacruriag process for topical patch preparadons o£ the 
invention. 

DESCRIPTION OF THE SPECIFIC 
EMBODIMENTS 

Topical patch preparations that contain a delayed-type 
hypcroecsilivity inducer, e.g., I^dichlor0'.2,4-dmitro benzene 
(DNCB), and methods for using ihe same are provided, The 
subject topical patch preparations are made up of an adhe- 
sive gel composition that is present on a support^ where the 
adhesive gel composition includes the deiayed-type hyper- 
sensitivity inducer, a water-sdluble polymer gel, water and a 
water holding agent. In using the subject topical patch 
preparations, the topical patch preparationd are applied to a 
skin surface of a subject and maintained at die site of 
application for a period of time sufficient for ar) effective 
amount of the dciayed-type hypersensitivity inducer to be 
administered to the subject* where this maintenance period 
typically does not exceed about 60 minutes. The subject 
invention finds use in a variety of applications where the 
administradon of a dolaycd-iype hypersensidvity inducer is 
desired, and is particularly suited for use in the ireatment of 
HIV associated disease conditions, c.g>, AIDS. In further 
describing the subject invendon, the topical patch prepara- 
dons are described drsl in greater detail, followed by a 
review of representative applications in which the subject 
topical patch prT;parations find use. 
' Before the subject invention is described further^ it is to be 
undoistood that tl2s invention is not limited to the particular 
embodiments of the invantioo described below, as variations 
,of the particular embodiments may be mads and still fall 
within the scope of the appended claims, It is also Jo be 
understood that the terminology employed is for the purpose 
of describing particular embodhncnts, acd is not intended to 
be limiting. Instead, the scope of the present invendon will 
be established by the appended claims. 

In this speci^catioQ and the appended claims, singular 
references include the plural, unless the context deariy 
dictates otherwise. Unless defined otherwise, all technical 
and scicnMc tenns used herein have the same meaning as 
commonly understood to one of ordinary skill in the art to 
which this invention belongs. 
Topical Patch Preparations 

As summarized above., the subject invention is directed to 
topical patch preparations of a delayed-lypc hypersensitivity 60 
inducer agent. Tho lopicat'palch preparations of the fiubjeci 
invention are characterized by having an effective amount of 
the delayed type hypersensitivity induccf agent present in a 
gel adhesive base. FIQ. t provides a representation of a 
topical patch preparation described accorc^ng to the subject 6S 
invention. As can be seen in FIG. 1, this representative 
topical patch preparation 10 contains a gel adhesive base 12 
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present on a support 14. Each of these components is now 
described In greater detail. 

The gcl adhesive base whj'ch serves as the delayed-type 
hypersensitivity inducer reiaining layer, is made up of the 
5 delayed-type hypersensitivity inducer that is present in, e.g., 
dissolved in or dispersed in, and adhesive gel base. By 
"delayed-type hypersensitivity (DTH) inducers" ia meant an 
immunomoduiator that elicits immunological response in a 
subject, such as HIV patients, by increasing Iho activity of 
10 the immune system cells in the body. Delaycd-typc hyper- 
seositivily inducers are substances that induce lype 4 hyper- 
acositivity when thoy come into contact with human slda, 
and they include, but are not limited to: trinitrobenzene 
sulfonic acid, picryl chloride (PC), 2,4-dinitiofluQroben2ene 
35 (DNFB), and l-cfabro-2,4-nitrobonB:ne (DNCB). In many 
embodiments, the delayed-type hypersensitivity inducer is 
DNCB. 

The amount of DTH inducer (hat is present in the adhesive 
gel base ia an amount sufficient to administer to a subject ac 
20 effective amount of the agent when applied to a skin surface 
of the subject, as described in greater detail below. In many 
embodiments, the amount of DTH inducer present in the 
adhesive gel base ranges from about 0.01 to 10.0% (w/w), 
somedmes from about 0.05 to 10.0% (w/w)< usually from 
25 about 0.1 to 5.0% (w/w) and more usually £rom about 0.2 to 
3.0% (w/w). 

Tbe adhesive gel base that includes the DUi inducer, as 
described above, is made up of a water-soluble high molecu- 
lar weight substance, water and a water retaining ageni. In 
30 certain embodiments, the adhesive gel base may further 
include a cosolvent, e.g., an organic cosolvcnt. Each of those 
components is now described separalely in greaier detail.. 

Water-soluble high molecular weight substances of inter- 
est include water-soluble polymers, where polymers of 
35 interest include, but ore not Hmitcd to: gehiio, starch, agar, 
mannao, alginic acid, polyacrylic acid, polyacrylatc, dextrin, 
meihylcollulose, sodium methylcellulose, 
hydroxypEOpylcsUuloscj sodium carboxymethyicelluiose, 
cellulose gum, carboxyvtoyl polymer, polyvinyl alcohol, 
40 polyviDylpynrolldoAB, Arabia gum, acacia, tragacanth gum, 
karaya gum, and starch acryUte copolymer or other starch 
sodium acrylatc graft copolymers. MctaUic salts of these, as 
. well as the products of cross-linking these by means of 
organic or inorganic cfoss-limdng agents, are also of inter- 
45 est. These water-sohibio polymers can be used to bring out 
tbe properties and characteristics of the oibcr starting mate- 
rials used in the adhesive gel composition, and in praciice 
can be used alone or in combinations of 2 or more. The 
amount of water soluble high molecular weight subslancc(s) 
50 present in the adhesive gel base generally ranges from about 
0.5 to 20r usually from a bout 2 to 20^ (w/w). 

While any convenient water may be employed as the 
water component, of interest are distilled water or ion- 
exchange water or the like, which is preferred in many 
embodiments of the subject invention. The amount of water 
present in the gel adhesive is sufficient to impart the desired 
physical properties to the gcl adhesive, and to improve thd 
swelling of the horay or keratinized layer of the skin to 
thereby improve the permeability or penetration of the DTH 
inducing age,nt(d), where the amount of water in the gel 
composition generally ranges from about 10 to 80%, usually 
from about 30 to 60% (w/w). 

The watcr-reiaining agent or water-holding agent of the 
subject adhesive gel compositions is any agent that is 
capable of at least diminishing the volaiilizarion of water 
contained in. the adhesive gcl base so that the water content 
in the adhesive gel base is maintained at least a substantially 



